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Dr . L es te r  M , C r aw fo r d , D .V .M ., P h ;D. 
F D A  A c tin g  Comm iss i o n e r  
5 6 0 0  F ishe rs  L a m e  
Rockv i l l e ,  M D  2 0 8 5 7  

Dea r  D r . C r aw fo r d , 

In  fo l l ow ing  wi th ou r  c o r r e spondence  o n  Se r i o us  Adve r se  E ven t [S A E ] r e p en tin g  i ssues ove r  th e  pas t fe w  
years,  I h a ve  enc l osed  he r ew i th  th e  c o m m e n t I p os te d  o n  th e  F D A  webs i te  i n  r e sponse  to  th e  inv i tat ion fo r  
c o m m e n ts o n  S A E  r epo r tin g  issues.  

B rief ly, I emphas i z ed  th a t wh i l e  v i r tua l ly a l l  S A E  r epo r tin g  p r o b l ems  a r e  assoc ia ted  wi th l a r ge  m u lt icenter 
c l in ica l  tr ials, as  o p p o s ed  to  sma l l  o r  s ing le -cen te r  tr ia ls ( for  wh i ch  cu r r en t r egu l a tio ns  a r e  a d e q u a te ) , a n  in i t ia l  
g oa l  shou l d  b e  to  es tab l i sh  a  p rec ise  d e fin i t ion o f% rge  m u lt icenter c l in ica l  t r ia ls” wh i ch  wou l d  th e n  b e c o m e  
th e  sub ject  o f app r op r i a te  n e w  r egu l a tio ns . 

Second l y , it is r ecogn i zed  th a t th e  con te n t o f m a n y  S A E  r epo r ts th a t -a re  p r esen tly b e i n g  sen t to  E X B s d o  n o t 
m e e t cu r r en t r egu l a to ry  r e qu i r emen ts ( e .g . th ey  o m it d a ta  o n  th e  n u m b e r  o f ‘sim i lar  adve r se  e ven ts’), wh i ch  
unde rsco res  th e  p r o b l ems  th a t: l )These  r epo r ts a r e  n o t checked  fo r  c omp l e teness  b e fo r e  th ey  a r e  sen t to  
IRBs. 2 )  Sponso r s  a r e  n o t se ttin g  th e  p r e ceden t th a t th ey  can  b e  re l i ed  u p o n  to  m a k e  su re  th a t S A E  r epo r ts 
m e e t r egu l a to ry  r e qu i r emen ts b e fo r e  th e  r epo r ts a r e  s en t o u t. 3 )  IRBs  a r e  n o t i n  a  pos i t i on  to  “po l i ce” th e  S A E  
r epo r ts th a t th ey  rece ive  wh i ch  d o  n o t m e e t r egu l a to ry  r e qu i r emen ts. 

ft a ppea r s  c lea r  th a t n e w  r egu l a tio ns  des i g ned  to  dea l  speci f ica l ly  wi th th e  conduc t o f l a r ge  m u lt icenter c l in ica l  
t r ia ls a r e  u r g e n tly n e e d e d  to  p r ov i de  fo r  th e  sa fe ty o f p e op l e  w h o  pa r t ic ipate in  to d ay’s m o s t @ @ y-used  fo r m  
o f h u m a n  expe r imen ta tio n . 

S incere ly ,  

B *$L*  * 
Robe r t B jork, Jr., M D  
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